
United States F5\tent and Trademark Office 



• 



UNITED STATtB DEPARTMENT OF COMMEKCE 

United Statea Patt;nt and Triidenmrk OfTice 

AdOrcsa: COMMISSIONER OF PATENTS AND TRADEMARKS 

Washington. D.C. 20231 

www.uspto.gov 



APPLICATION NO. 


FILrNG DATE 


FIRST NANIED ^^'VENTOR 


ATTORNEY DOCICET NO. 


CONFIRMATION NO. 


09/826,976 




04/05/2001 


Edward L. Tobinick 


TOBINICK 3.0-013 


7603 


7590 


1 1/30/2001 









EZRA SUTTON, P.A. 
Plaza 9, 900 Route 9 
Woodbridge, NJ 07095 



EXAMINER 



CHANNAVAJJALA, LAKSHMI SARADA 



ART UNIT 



PAPER NUMBER 



1615 

DATE MAILED: 11/30/2001 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 07-01) 



Office Action Summary 



Application No. 
09/826,976 " 


Applicant(s) 

TOBINICK, EDWARD L 


Examiner 

Lakshmi S. Channavajjala 


Art Unit 

1615 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 05 April 2001 . 
2a)n This action is FINAL. 2b)^ This action is non-final. 

3) 0 Since this application is in concjition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-39 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) S Claim(s) 1-39 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) 0 The drawjng(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant nnay not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) 0 The proposed drawing correction filed on is: a)^ approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n - Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

1 4) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

1 5) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 1 20 and/or 1 21 . 

Attachment(s) 

1 ) K Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PTO-152) 

3) O Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) D Other: 
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DETAILED ACTION 



Receipt of petition under MPEP 708.02, dated 4-5-01 is acknowledged. 



Double Patenting 



The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed, Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
appUcation. See 37 CFR 1 . 130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

1. Claims 1-39 are rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 1-29 of U.S. Patent No. 6,177,077. Although the 
conflictmg claims are not identical, they are not patentably distinct fi'om each other because the 
claimed method inhibiting the action of TNF is within the scope of the patented claims, which 
are also directed to a method of inhibiting TNF. The phrase "for the treatment" is not a positive 
limitation. Accordingly, it would have been obvious for a skilled artisan to use the method of 
inhibiting of the action TNF of the co-pending claims for inhibiting the action of TNF in any 
disease, so as to provide a treatment for the diseases associated with an increase in TNF. The 
instant mode of administration, dosages and the duration of administration of TNF antagonists 



are well within the scope of the co-pending claims. 
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2. Claims 1-39 are rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 1-47 of U.S. Patent No. 6,015,557. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
claimed method inhibiting the action of TNF is within the scope of the patented claims, which 
are also directed to a method of inhibiting TNF. The phrase "for the treatment" is not a positive 
limitation. Accordingly, it would have been obvious for a skilled artisan to use the method of 
inhibiting of the action TNF of the co-pending claims for inhibiting the action of TNF in any 
disease, so as to provide a treatment for the diseases associated with an increase in TNF. The 
instant mode of administration, dosages and the duration of administration of TNF antagonists 
are well within the scope of the co-pending claims. 

3. Claims 1-39 are directed to an invention not patentably distinct from claims 1-47 of 
commonly assigned U.S. Patent No. 6,015,557. Specifically, both the patent and instant claims 
recite the same method of inhibiting TNF by administering TNF antagonists to reduce 
inflanmiation. See above for the explanation for the treatment of specific diseases as intended 
use. 

4. Claims 1-39 provisionally rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-32 and 74-80 of co-pending 
Application No. 09/654,996. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because both the instant claims and the co-pending claims are 
directed to a method of inhibiting the action of TNF by administering a TNF antagonist. 
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Although the instant claims differ from the co-pending claims in the diseases or group of 
diseases being treated with TNF antagonist, the claims in both cases recite the intended use "for 
treating" and "for reducing", which is not a positive limitation. Accordingly, it would have been 
obvious for a skilled artisan to use the method of inhibiting of the action TNF of the co-pending 
claims for inhibiting the action of TNF in any disease, so as to provide a treatment for the 
diseases associated with an increase in TNF. The instant mode of administration, dosages and 
the duration of administration of TNF antagonists are well within the scope of the co-pending 
claims. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

5. Claims 1-39 provisionally rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-40 of co-pending Application No. 
09/749,189. Although the conflicting claims are not identical, they are not patentably distinct 
from each other because both the instant claims and the co-pending claims are directed to a 

r 

method of inhibiting the action of TNF by administering a TNF antagonist. Although the instant 
claims differ from the co-pending claims in the diseases or group of diseases being treated with 
TNF antagonist, the claims in both cases recite the intended use "for treating" and "for 
reducing", which is not a positive limitation. Accordingly, it would have been obvious for a 
skilled artisan to use the method of inhibiting of the action TNF of the co-pending claims for 
inhibiting the action of TNF in any disease, so as to provide a treatment for the diseases 
associated with an increase in TNF. . The instant mode of administration, dosages and the 
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duration of administration of various TNF antagonists are well within the scope of the co- 
pending claims. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 



Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. Claims 1-39 are rejected under 35 U.S.C. 103(a) as being unpatentable over Tobnick et al 
(US 6015557). 

Tobnick et al teaches a method of inhibiting the action of TNT for treating neurological 
conditions by administering TNF antagonists, such as etanercept, infliximib etc., and also teaches 
the same routes of administration as claimed in the instant (subcutaneous, intrathecal etc). See 
entire document. Tobnick et al specifically discloses the instant diseases as the neurological 
conditions that are treated with TNF inhibitors (see col. 1 and col. 3). While the reference does 
not explicitly state "intraleisonal" or "perileisonal" administration, Tobnick et al teaches the 
same routes of administration as that of the instant. In the instant appUcation, page 23, applicants 
state that locaUzed injection can allow the use of a subcutaneous administration. Thus, it would 
have been obvious for a skilled artisan that administering the TNF antagonist subcutaneously or 
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intrathecally or intravenously depending on the type of disease being treated so as to achieve the 
optimum results because of the localized treatment. 

7. Commonly assigned US patent No, 6,015,557, discussed above, would form the basis for 
a rejection of the noted claims under 35 U.S.C. 103(a) if the commonly assigned case quahfies as 
prior art under 35 U.S.C. 102(f) or (g) and the conflicting inventions were not commonly owned 
at the time the invention in this application was made. In order for the examiner to resolve this 
issue, the assignee is required under 37 CFR 1.78(c) and 35 U.S.C. 132 to either show that the 
conflicting inventions were commonly owned at the time the invention in this application was 
made or to name the prior inventor of the conflicting subject matter. Failure to comply with this 
requirement will result in a holding of abandonment of the application. 

A showing that the inventions were commonly owned at the time the invention in this 
appUcation was made will preclude a rejection under 35 U.S.C. 103(a) based upon the commonly 
assigned case as a reference under 35 U.S.C. 102(f) or (g). 

8. Claims 1-39 are rejected under 35 U.S.C. 103(a) as being obvious over Tobnick et al (US 
6,015,557). 

The appUed reference has a common inventor with the instant application. Based upon 
the earher effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 103(a) might be overcome by: (1) a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not an invention "by another"; (2) a showing of a date of 
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invention for the claimed subject matter of the application which corresponds to subject matter 
disclosed but not claimed in the reference, prior to the effective U.S. filing date of the reference 
under 37 CFR 1.131; or (3) an oath or declaration under 37 CFR 1.130 stating that the 
apphcation and reference are currently owned by the same party and that the inventor named in 
the apphcation is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer in 
accordance with 37 CFR L321(c). For appUcations filed on or after November 29, 1999, this 
rejection might also be overcome by showing that the subject matter of the reference and the 
claimed invention were, at the time the invention was made, owned by the same person or 
subject to an obligation of assignment to the same person. See MPEP § 706.02(1)(1) and § 
706.02(1)(2). 

Tobnick et al teaches a method of inhibiting the action of TNF for treating neurological 
conditions by administering TNF antagonists, such as etanercept, infliximib etc., and also teaches 
the same routes of administration as claimed in the instant (subcutaneous, intrathecal etc). See 
entire document. Tobnick et al specifically discloses the instant diseases as the neurological 
conditions that are treated with TNF inhibitors (see col. 1 and col. 3). While the reference does 
not exphcitly state "intraleisonal" or "perileisonal" administration, Tobnick et al teaches the 
same routes of administration as that of the instant. In the instant application, page 23, apphcants 
state that localized injection can allow the use of a subcutaneous administration. Thus, it would 
have been obvious for a skilled artisan that administering the TNF antagonist subcutaneously or 
intrathecally or intravenously depending on the type of disease being treated so as to achieve the 
optimum results because of the localized treatment. 
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19. Claims 1-39 are rejected under 35 U.S.C, 103(a) as being unpatentable over Alexander et 
al (US 6,180355, hereafter Alexander). 

Alexander teaches a method of treating a condition associated with elevated levels of 
cytokine, Tumor Necrosis Factor (TNF), comprising administering a therapeutically effective 
amount of anti-TNF compound. Alexander teaches the role of TNF m mediating a variety of 
inflammatory, autohnmune, viral, cerebrovascular, neuronal and other diseases (col. 13-50). In 
order to inhibit the TNF secretion and provide an effective treatment for TNF associated 
conditions, Alexander suggests different anti-TNF agents i.e., anti-chemokine compound 
etanercept (a preferred embodiment of their invention and also claimed in the instant), 
phosphodiesterase inhibitors, adenosine, soluble TNF receptors, anti-TNF antibodies, synthetic 
drugs (col. 8 -col. 9) etc. Alexander teaches various modes of administration of the anti-TNF 
antagonists i.e., subcutaneous, parenteral, intramuscular etc. While Alexander discuss the role of 
TNF in mediated diseases such as AIDS, viral infection, disorders of central nervous system, but 
does not specifically teach some of the claimed conditions such as neuralgia, Palsy, nerve root 
injury, glaucoma etc. 

However, it would have been obvious for a skilled artisan to use any or all of the anti- 
TNF agents (i.e., anti-TNF antibodies, etamercept or other endogenous mediators or synthetic 
drugs (of Alexander) for the inhibition of TNF secretion and thus provide an effective treatment 
in a variety of conditions or diseases associated because both Alexander suggest that TNF 
secretion plays an important role in the above diseases. Although the reference does not teach all 
of the conditions claimed, a skilled artisan would be motivated to use the anti-TNF approach of 
Alexander, to any of the TNF associated diseases and conditions, i.e., use anti-TNF agent such as 
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etanercept, with an expectation to successfully inhibit the production of TNF and thus provide an 
effective treatment. Further, the claimed amounts and modes of administration are within the 
scope of a skilled artisan because determining the optimum amount of the therapeutic agent and 
the best mode of administration with an expectation to achieve optimum effect is well known in 
the art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lakshmi S. Channavajjala whose telephone number is 703-308- 
2438. The examiner can normally be reached on 7.30 AM -4.00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K Page can be reached on 703-308-2927. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-308-7921 for regular 
communications and 703-308-7921 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-1235. 




Lakshmi Channavajjala 
November 28, 2001 
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